
h?fr.~U Sheng Jin
Chinese Herb Center,-Inc.
2025 I Street NW, Suite 507
Washingtmq DC 20006

.
Dear Mr.’Jixx

This is in response to your letter of November 5,1996 to Dr. Elkabeth Yetley at the Food
and Dmg Adminkr@ “on(FDA). Your letter is in reference to a dietary supple~ent -
produ@ “Hawthorn Capsules.”

Your letter requested a “certificate of he sale” that you interpret to mean “permission to
import to the United States of America.” A “certificate of k sale” is not required for a
pmduot to be imported into the United States. Cert&ates of free sale are issued for
pmduets produced in the United States that are to be exported for sale in other countries.

“Dietq supplements(exeeptfor their ingredientsthat m not dietary ingredientsor that
are mlor additives) do not require pmmarket review or approval from FDA before they
ean be imported for sale in the United States.

Your letter also appears to be intended to constitute the notification mquixed by section
413(a)(2) of the FederaI Rx@ Drug, and (kxnetic Aot (the act). A notification under
seotion413(a)(2) of the aet is only required if you intend to market a “new dietary
ingredient.” A “newdktary ingredient” is defined in seetion413(c) of the aotas a
“dietaryingredientthat was not marketed in the United States before Ootober 15,1994
and does not include any dietary ingredient which was marketed in the United States
before Cktober 15,1994.” Your letter indicates that this product was marketed in the.
United States before October 15,1994. Ifthis is true, a notification under seetion
413(a)(2) of the act is not required for this produot. -.t

At4Your letter finther appears to be the notifieat.ion required by section 403(r)(6) o. e not
noti&ing the agency that you intend to make a statement of nutritional support for
Hawthorn Capsules. The label for your produ@ “Hawthorn (Shari Zha) Chokst-Down”
shows thatyou are making &e following statement for this product.

“May heIp to decrease Cholesterol and Triglyceride,”
a-

This claim does not come within the coverage of section 403(r)(6) of the act. We would
point out the section 403(r)(6) of the& makes clear that a statement included in IabeIing
under the authority of that section may not claim to diagnose, mitigate, treat cure, or
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prevent a specific disease or class of&eases. The statement that you are making for this
product suggests that it is intended to prevent ~ or mitigate heart disease, in that it
claims that it “may help to decrease ehoksteml and triglycerides.”

A product that claims to “help decrease cholesterol and tciglycexides,” but is not used in
the context of dietary managem’kn~is a drug within the meaning of seotion 201@(l)(B)
of the a@ and is subject to rt&kttion under the drug provisions of the act. If you intend
to make a claim of this nature, you should contact FDA’s Center for Drug Evaluation and
Researoh (CDER), Office ofGmpliance,HFD-310, 7520 Standish Place, Roclcville,
Maryland 20855.

Please cantact us if we may be of further assistance.

Sincerely yours,

James Tanner, Ph.D.
Aoting Diir,
-Division of Programs aud

.Enforcement Policy
Office of Special Nuiritionals
Center for Food Safety

.. and Applied Nutrition

Gpies:
FDA Center for Drug Evaluation and Researo& Office of Compliance, HFD-300
FDA Baltimore District Office, Office of Compliance, HFR-MA200
FD& Office of the Associate Commissioner for Regulatory Affairs, Office of .i
lMorcemen~ HFC-200
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Nov,5.1996
Mr. Fu Sheng Jim
@nese Herb Center, hlC.

2025 I Street NW Suite 507
Washingbn Dc 20006
T4 (202)775-1108

Dr. ElkabekYetley
Office of Sp6ciaINutrition
HFS-450

s

200 c str~ s. w.
.“

<
Washington D. C. 20204

3 ‘--

.

Dear Dr. Ekbeth Yetley “

According to” Dietq SupplementHealthandEducationAct of 1994” Public Law 103417, Now
I write a petitioner about hawthorncapsule(dietarysupplement)to notice of Structuraliinction class
for 30 days post-market. Also I want to get “certikate of fke sale “pemission to import to the
United States of AmexicaAlthough it has been dekmd ~ the United State of America before
October 15,1994, we needto mvisethewhawthomcapsuks” Meling”again.

Hawthorn Capsules
~ by SanmingPham=ytid fiictoryiFy@ China
Distriihted by Chinese Heal)Center, hC.

I includedfollowingdata for hawthorncapsulefor you check ig If you haveanyquestio~ Please tell
me or yrite a letter to aboveaddress. .

sincerelyYours

ManagerMr. Fu Shag h
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A petitionertoFl)A about Hawthorn capsde

A. Idqki@ Compo@on; Physi~ Chemical and Ocganol&@ic Characterktics

1. Name bf~i SU@Ul@lt
8. C!kdcalname C@aegusHmatiiidaBge
b. axmnonnslneHawthmlBcay extlaetpowdex
c msrcgistynllmbecn ot~e

2 Chen&lidentity -
a. SinKxumliwnukzQotasailable
b. Mokdar weighh net avaikdic
ck Mokmdar fornudx not wailabie

.. “

3. Organdcptic Pill-:
a. APF=-==-
b. colon brown
G Tastcaotsour

4. PhysicaIid Chemieslproperties
a mm
b. M&ingpotiND
c. W* content L3°/0
d. Volubility solublein akohol and in water.
c. S@xikaiiolls

3wihofnextraetismanuf$etmdbysanmingI%amwe@ ‘esli%%xy.l ky5eut30s stnpksofhawthom
xtraetpowkx (the bateh5urn&94010S) fmanalys@ andthey mxivcdthe mctifiestionk the
~of~ wal@FuIii chim Theavemge datamcaslmd pcrespstdcamliskd
XAw.
‘1) Contea~

(a) Nutritioafads
-ti-l~e( cmtains 125n@Scmcrpereapsde
Amomltpermving

‘% DaiIy vialud
O.(MY*

0.04%
0.03V0
0.003%
0.02% &f..‘-E. . .

*Percent daily vahtcsatc bawd ou a 2,000 caloric

(w

txdwmom izh-a rowofx Lapin ic reuuoner (3)
Chinese Herb Center, Inc. 2025 Eye f%ee~ NW Suite X)7, Washington DC 20006
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~metalsamtailliuoneonosmnp ledthcmwthonkcr h!act

041 mgfg

(0

-..
(e) Average amountof impudti~ toxinsand pesticidca in oae of30 sampleofthc Hawthorn utraet

1
● .

(fj othertoxiaa
AfIatoxhB16ppb
Mycotoxk Nottobelbundinthe 30aampksofhawthomextra&powder.

@ Nocon ●~lu$t=desauehas 666dDDT in30samplcofthc hawthorncxtractpmwkr.

lealnoantofimpmities andtoxiasandpestiades meamredamlowertbanthat apeeifiediatheFDAstan&rd

2) Componeafs
TbcbawthomudraupowdereatainsaataegoIheidandsomeflavoqtrkpeaeacidj
andwatmtedfktaeidaoehas olcanolicaci~ andlinoleieaeid o

L

Mcthodofmcaaumncntaaed inabovctests
L Total &b@dmtciammsurod byRdccymi&md@ion meth@ method939.03.
2. Proteinis meamredbyK@dabl@i@ mcthod955.04D.
3. Totalfatiamcamrebyctkcxtmction _ method%0.39.
4. 0therme.talainhawthomextractpowder@ant)afcmeasonxibyfolhnvingmethods

● SodiluqPhospbonwCakium(method980.03)
● Iron (method 975.03)
● Magne&m(Jnelhod975.03)
● zinc (method975.03)

Potashn (lnelhod98s.35)
-F-

●

● apper (method975.03), s+
5. CadrniurqLG@andMemurymemasured byatomicabsorption qxztmphotomelric method
6. Iodineis measudby bromideoxkhtion method
7. Arsenic is measomd by Silver salt mahods.
8- Wan&~ VkarninE, VhaminD, Vkimin B6, VItarninB2, VItarninB12, Mae@ Pantothenic

acid and Fofic acid are mcasmed by high pressure liquid ehromatographic method
9. Carotene is measuredly SpeeU_ophotometricmethod (method 941.15)
10.
11.
12.
13.
14.

Vhamin C is measmd by 2,6dieMomindophenol Titrixnetric method (method 967.2 1)
Nitrite is measured by naphthakme hydrochloric acid diamino ethylene method
Niuate is measured by cadrnium-platimun redwtioxi method
Aflatoxin B 1 is measured by thin layer chrornatographic method
666, DDT, and organic phos@loros are measured by gas chromatographic metkxl

6
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IL Kntended ux% projectedttverage daiiy intake of hawtho~ proposedIabehg
,

Lhwuntofhawthome dractpmposedforaseinthe l.hdted-
R@ectedwketingfiguresfabawhornbavcnotbeen Cwerm&dacthistime.

.

. .
3. C@xdat&u ofeqect@d Make aud da~ COIMm!l@Ollofbawtho~ estmct powdec

From tiormation giw?n by Sanming Phmmaodcal t%ctq, thccapsale istobctakenthme times
a*, om_e&ti M_ti@120qtiti ~~a&l~a_on
of360mgandyearly &xmmptionof13Lo gfuan adult.

Rtammddme
Tdzelapetdccafkuted3&ni!s

.100”% NaturaI ChineseHerbs

● 4.

KrwRlmmrl?k Hawthorn (Skin Zha) ChoIesk-DovvnEld4cqbsukcdlrtns1201EgbldksmcstruipOnikr.May help to decrease Cholesterol and Triglyceride*e%tmd&dq10ci60n 100Caps (120 mg each)
l% UakMaAOr, rkwmor Manwfastmwibj Sanmii Phamacatical factory, 1%.jii China
~YKe8kLr?a
~mker~ Distdbxted byudiese Eel%P’Ivdac!t%.Inc
HerIWmd 202s Eye ~ Nw St&e 507, waaldhgto~ DC 20006

C Tbe Method and red of iuteadedM&t
32__h~titi~@~&_l_ ti6QmW@@~~Htin
1.S4mmol/L.TW mammmmts wxetakingduringanone monthtrialperiod.Restxksarelistedbekm

*
32 patientstitb tiypedipemia beforeand after adminktratinghawthorn

[teal Totai Sauiu Choksterd SerumTriglyceride
11=32 “ n=32

P value p4MOl pal.ol
Before After Before l.lAfter

X+f-s 6.2+/-0.S I 0.597+!-1.0 1.84+14.4 ~ ‘; @ 1+/- 1.46

●☛✎
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L OwmIltosidty
k*s@lti-,**--~mkq*~mtiH*
fw’%odstagnaqan dbloodti”ai lmeatcimsedbgex oeAVe Ciie&uyfil tlllismatment has bcenkepttiutoday
anditsdicacy is fiuther improvdbymodexn sekntificstudics.( Seechart# lands e&enee). Hawthornberry
(~@fi~)~a~d ti_mm~timq M_~Nofi~IU~titia
sourand svrccttastesisconsidcrcdto bcbdafhdt andahab.htingrqv Mvthombcrrieshasanti.
~themost notableis its acidity whiehcaUses stolnach Up-seLNdWSanmhlg IWthorn extractis
mam&ewd withantmique processthatpmscmesandconceatmtes theriehest cmtaegoticacidoffkshhawhorn
~._k,-m~XktiXd_-tim_W@.W_
~~k~ti-*&*w*=-Mq--d-*.
andpeople`s mspmsestothispmdmthav ebeacxtraonXnmy&eto itsd .eWWnessandsafety.Alsoithasbeen.delmredto thcUnitcdStatcaofAmdcabcfoce Oetobez15,1994.Thercfomitisconskkdas GRAS.

2 AczItetoxicitytest for HkvthornExtractCapstde
Auimalspcck Little white ~Kxmming qeciesofawrage weight 18-2@ issupplicd bylWii~dcmic
Reventionstation.(IkenseNo.94001,Ce@icadonbyM.inMedicaIaninxdCenter,FuJii China).Thcacutetoxkity
ekkb~tiw~~l-~-dwm~qtim-k
No. 94005.

‘nleacutetoxicity expaima_tiom~_on&~m~ax_~Mkti@. Inthe
$eoondpalt ofcx&ime@ 2oWh&miceare dividedtWogroUp&lo ma&and lo f&mlk Tbeymadewith 20%
Hawthornextrkt solution(themaxinmmpossibk coUxWmdon).l’bc amotmtof ingestionis oakaMedfkm20%of
0.5ml/10g bo@ weightevay f- hour for the times a day. For examplq Mice body weight is 20j4 each mice
meeived0.6g hawthornoneday.Akobserving for7 ~ no toxicitymwion anddeathsoecmed at this maximum
-e=ti=ktitiw@y_e &30m&~W@ti&y tiX=&~for
anexkndedpaiod. ThedosagcsIIs@inthetoxic4tystudiesm_=tti4167-oftic~e(O.M~@~m

3. LongTam ToxicityTeatfor HawthornEstraet
AniInalspeeieS bigwhite mice(SDsUain) usedinthe tcstare suppliedbysino-13ritainJoint-

J

shanghai
SIWR/BKlkt H=7_olatie~ati~ =~7g, ftieti&-M~7g Mti aredividedinto
threegmuPsnegatiwhigh~Iow~ andmaksa ndfdesmedistrii in eaeh group.. .
Mmm@ating melho4 dosage and volume ingested for 60 days me listed in following talie.

We fed mke according to above table every M’&n for 60 &ys. There were no toxic readons and abnormality
occurred in hematology (such as RBC eoung reticular cells coun~ WBC coun~ Hb, platelet count and blood clot time);
There were no abnormal Mod biochemical index (Such as serum in MT, ALT, AL,P, B~, urq tow protei~
GhIcose, Total cholesterol); and there were no pathological damage occurred in the body organs by pathologist

10
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4. Lnpuci* byprwduc@mi@:

‘-l

.Kkad(l?b) -
Al%enic(As)
Cadm$un (cd)
Mcmnry (Kg)
Nitrite
Nltratc

Mycotoxin
No contaminatedpcsticid= mchas 666 andDDT in 30 sample ofhawthom powder.

d-
S MicmbWgicaI cra4utI .O11ofhawthmn extractpowdcc
sanmingPtlarmacattkalfactOcysent30Sa@cSofbawrhomUdmctpmde!rtolbvthug~w
Gsn&rofF@iimnitadon Schoolforana&skandcxamh@$ -on Tkyre!cckdfwoWingavcragcmsUltsinoncof30
sampksoftim~~.
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F. Proposed tokiarxes

.

G. Environmental Assessment

L

2

3.

4.

Date N&ember 5, 19%

Name ofpctitioncc - hub Gntcr, Inc.
. ..

.

Addmsa of petition=
202S EyeStreet,NWSuiteS07
Waahing@nDC 20006
TcL (202)775-1108

i “-”
Intmhlctioa of hawthorn LKmYextract into E!#lvimnmcnt

‘rhohawthornuctractpofwiacapsdeismimkmed incilinamenmubmue Satesthact kirmmdkmng
proceSSdocanotrGsultinthe cmksionofanypouuCantaofooncuqand.thc proosdlxs4io harmmtkcnvhnma
Thcmam@xm@ proccss isciulicdout rnconfol=Ke Withau-lawacovuing “Cmmnm@dsatkty,and
patcaltnmnlxrfbrthiapmdoctgrantodbgthecbincscgoWment k 87107890.1.

.-.
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. Consumerinformation kafkt .
● ti~q---xmd=qual daarysuppti~~~~

andt&&Cer& wfithiS ishi@yamxmatd hadmrnCapSulqyuucaneqOya u* b=4itSofwhole
hawthombmydhatsourtaste.

Hawthorn berry I&tory
Aseariyasthe 16thceutmy, the mosti%mousCbinesephanna* Shi2%emL&usedhawthom lxmyto

-p* fir W~~bH~ka, ti_~~”mq WW~~
k~titiy=dfitiaq& tiw@d&-ti~c *&a. &-md~).
Hawthombemy (btaegus pOhuudMa)isawild ih&bea@treegmwinginCb@E@andandNorth
ti=. b~tia-md~-ktiti ti~~a~mdati.a-aom
berries hasanobvious disads the most notabki sitsaadityw hiohcausesstocnach up-set rn some
people. Now Sanming hawthorn -et is manufktumd with an unique process that preserves and
cono@rates thericiwstaatae@aoftheti eshhawthombeny. Aheadyihere areovwmilknspe oplern the
woridtaking Sanminghawthornexha~ everyday. Also Sanminghawthornextract is delked to many parts
of thewof14suchas Eump2,~&KKxiq Canada and_eto., and people’srespmsetoti
producthaw beenextraordinarydueto its Offbctive!nessand safety.

Serving suggestion i ‘-
Thke 1 ~sdetititiyti a~ti-~-ti.-phwbt ipdti

fbrfwor.six -youshould chedcserum choktedandtr#p?&k. Ifyourserum choktemland
@A_=~&%=ydm m2q@6a Ay. ~wMq=e&
pkase do @t&the product befbre you ccmsultwith your physician orproi%&malherldikhhiamtemeat
hasnotbeenemhatedbytheFoodandDrugMnin kab “onandthis productisnotinteudedto diagnose, tre.ag
cu~orpmvent anydkease. Thispmduet has beennotified to FD&Ewry bottle is.seakdby-
pharmaceuticali?actolyfbrsrdkty.storeat roomtmpembm. Keepthisdietiwsupplements out of the &MreII.

iucwnanufhmd@anmingPhamwe&“al F-, Fuj~ &na._Fax (598) 831-3131 and
ed by Chinese HerbCenter,JX.-202S I & NW #507 W& DC 20006 Tel (202) 775,

IE4&ctsof Hawthotn extract onlowerbw link!!

M
M
o
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James Tanner, Ph.D.
A@”ngDirector,
Division of Pmgmms and Enfomement Policy
Oepar@ent of Health & Human Servbs (HFS456
Food and Drug Admini-”on
200cstreetsw
Washington DC20204

17 Jan. 1997

Dear Dr. Tannec
$

Thank you for your letter of January 9, 1997 concerning our statement mgading LD1--l-itz.The product
Ml actua!ly be marketed with a bookletof n?commended d~tary management. We wwld therefore ask
that if this fact is h~hlighted more prominently,along with the removal of the heat symbol,wouldthe
Wling then be acceptable acccxdingto the relevant sec%onof the act.

We propose the change to the followhg

‘In oonjunotionwith properdietarymanagement you may IwIuce your cholesterolup to 15% in 4
WeekS.”

..

W= Ma_ Wwmg*ti_k~m d*m~y-a@ly*wyW
Pershing Products and ‘nwwtto operating under the name of BioSphem technology,whichis the
--WY.

YoursShceray,

Ian Hicks
Pmskient ‘

.

.,,.

Research and Development Office: 17991 Fdch. Irvine. CA 92614 ● Tel: (714) 2528191. Fax (714) 2529379


